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Ca~iar Royale, Inc.
296.5 Industrial Road
Las Vegas, NV 89109

WARNING LETTER

Dear Ifi. Katcher:

On Au~pst 28, 2001, we inspected your seafood processing facility and found that you
have a :erious deviation from the Seafood HACCP regulations in Title21, Code of
Federal Regulations, Part 123 (21 CFR 123). This deviation causes your caviar products
to be ach lterakd w-khin the mecming of Section 402(a)(4) of the Federal Food, Drug, and
Cosmetic Act (the Act), in that the products have been prepared, packed, and held under
insanitary conditions whereby they may be rendered injurious to health. You may find
the Act and the Seafood H.ACCP regulations through Iinks in FDA’s home page at
www.fda. go-;. See attached handout which gives a brief overview of the Seafood H.ACCP
regulations

The FL4COi) deviation is, as fo110w3:

Your firm ha; no written HACCP plan to control pathogen growth at the receiving and
finished prod~~ct storage steps, for your refrigerated caviar products.

We observed z similar deviation with your smoked fish products during the previous
inspection of ymr facility on June 11, 1998. On June 20, 1998, we notified you that you
needed a HACCP plan for smoked fish to address, at a minimum, CIosfridum botulinwn
growth at the cco~er storage step and that you needed to maintain cooler temperature
records. In addition, we informed you that you needed to assess if critical control points
are necessary at .-eceiving and distribution.

At the conclusion of the inspection, the deviation was listed on Form FDA 483
(Inspectional Obs\~rvations) and discussed with you. A copy of this form is enclosed for
your ready referen ;e. This list is not meant to be an all-inclusive list of violations, You
are responsible for ensuring that your processing facility operates in compliance with the
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Act, the Seafood HACCP regulations, and the Good Manufacturing Practice regulations
(21 CFR 110).

We may take further action if you do not promptly correct these violations. For instance,
we may take further action to seize your products and/or enjoin your firm from operating.

Please respond in writing within fifteen(15) working days of receipt of this letter. Your
response should outline the specific things you are doing to correct the deviation. You
may wish to include in your response documentation such as copies of the HACCP plans,
temperature monitoring records, or other usefd information that would assist us in
e-valuating your corrections. If you cannot complete all corrections before you respond,
we expect that you will explain the reason for your delay, and state when you till correct
any remaining deviations.

Your response should be directed to: Ms. FIarumi Kishida, Compliance Officer, U.S.
Food and Drug Administration, 1431 Harbor Bay Parkway, Alameda, CA 94502-7070.
If you have any questions regarding any issue in this letter, please contact Ms. Kishida at
(510) 337-6824.
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Dennis K. Linsley
District Director
San Francisco District

Enclosure:
Form FDA 483
Reducing Hazards with HACCP


